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K inistration Office of
.” Céllection Repo

>

Flag Flag Remarks

Complaint Sample FU to DET-0789 Medwatch 13265

Episode Number  Origin Basis Sample Type FIS Smpl Num  Status
Domestic Compliance Official 09919508 In Progress

FEI Date Collected Product Code Responsible Firm PAC Hours

3002622506 02-MAR-99 34YCY99 Shipper 21R301 8

Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt. -
INV DET-DO Ambient =

Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name

Yes DET-0789 Metabolife Dietary Supplement 356

Product Description
Multi-ingredient dietary caplets in a white plastic bottle with a yellow self-adhesive label

Product Label
See continuation.

Reason for Collection MFG Codes Expiration Date
F/U to Consumer complaint DET-0789. Collect sample per None None
CFSAN assignment # 13265. Analyze for Ephedra
Firm Legal Name Address Type of Firm  Firm FEI FCE
Garden State Nutritionals 100 Lehigh Drive Fairfield, NJ 07072 US Manufacturer 2244049
Metabolife International, Inc. 5070 Santa Fe Strreet San Diego, CA 92109 Shipper 3002622306
TS
Size of Lot Est. Value Rept Type Date Shipped & Doc. Ref.
FDA484
Description of Sample
Metabolife Dietary Supplement 356
Method of Collection
See continuation.
Hovw Prepared
Bottle was placed in a brown paper bag and identified and officially sealed as stated below.
Collector's Identification on Package and/or Label Collector's Identification on Seal
48053 03/05/99 RLR”" "48053 03/05/99 Renee L. Rice"
Sample Delivered To Date Delivered Orig C/R & Records To
Chuck Teschke NWJ-DO

Lab w/Split Sample Lab

Document Number Document Date Document Type  Document Remarks
03/05/1999 Affidavit signed by NG
03/05/1999 Other Reciept for sample

Remarks

Send 749(d) to I - E—

Payment Amount Payment Method 704(d) Sample  702(b) Portion Collector's Name

$0.00 No Charge Yes No Renee L Rice

Name of Signer Date & Time of Signature Meaning

E 000002
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atinuation:

56***Dietary Supplement Herbal formula t©© enhance your

oduct Label
=x*\ [etabolife 3

\stic bottle labe
ET and provide Ene

led in part (center): "Natural Herbs

ryg***90 caplets”

Dietary supplement, orally, adults; ONE to TWO caplets W0
O NOT EXCEED EIGHT CAPLETS

GGESTED USE: Asa
hour befor meals. D

left side): "SU
stomach one

astic bottle labeled in part (
ry four hours, On empty

, three times per day, or eve

ER DAY***CAUTION***"

cts***Serving Size 1 caplet***;\/la Huang Concentrate (aerial
weet San D1ego, CA

"Supplement Fa
olife International Inc.***3070 Sante Fe S

n part (right side):
y*=*Metab

{ly-occuring ephedrines
2x**5682"

1astic bottle labeled 1
sart)***(12 mg natura
2109%**(619) 490-322

ottle. At DET-DO.

ed in a brown glass b
n glass poule. Both the

vestigator. Sample plac
g into the same brow

\ethod of Collection
and given 10 n
then put the whirl-pak ba

Twenty caplets removed by consumer

investigator placed the sample in 2 whirl-pak bag and
whirl-pak bag and bottle were identified "EACTS 48053 03/05/99 RLR".
Page: 2 of 2 . CQMQL;\‘N‘T/INTLiQ\) Fle oeT-¢7 3,“;
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al photographs of the center part of the label.
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Complaint Injury/FU DET-0789
File A:MVC-018F.JPG
03/05/99 RLR
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Attachment B¢ of V) 03/05/99 RLR
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ital photographs of the left side of the label
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File A:MVC-009F.JPG
03/05/99 RLR

Complaint Injury/FU DET-0789
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03/05/99 RLR
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Natural Herbs

LR 8 =
SHCLL, DULITES, DOTELLTY I LRSUMSR talf 1O omsuw;emem 356 oA,
PROSTATE EMUAMGEMENT, OF F TAKIM 4 MAD Rt
NTERD on o Ty ot . 8 Herbal formula to enhacee your e
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1L XEEP ONT OF TVE AEACH OF il Do, DIE 3:‘__3-“5
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